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Tlic Non-Final Office Action niriiioO June 6, 2008. has been received and 
reviewed. Prior (o (he present communication, claims 1-14. 16-23, 25-31, 33-40 ;ijkI 42-51 were 
pending in (he subjeoi application, wiih claims 8, 9, 17, 25, 26, 34, 42, 43. ;ind 51 liavinj:. been 
wididrawn. All claims sland rejecicd under either § 102(e) or § l()3<a). In pariicuhir, claims 1-7. 
10, 12, 13, 16, 18-23, 27, 29, 30, 33. 35-40, •<14, 46. 47, 49 and 50 sland rejected under 35 II..S.C. 
§ i02(c). while claims I U 14, 2S, 3L 45 and 48 suuid rejceied under 35 U.S.C § 103(a). In 
rcsp<inso, each of die independent claims LIS, and 35 has been amended herein, while claims 7 
and 10 have been canceled and no claims have been added. Thus, claims 1-6. 1 1-14, 16, lS-23, 
27 -3 K 33, 35-40, and 44-50 remain under examination. Il is rcspeclfully .subniilled that no new 
mauer has been added by way of the present amendments. Reeonsidonuion of die subjccl 
application is respectfully requested in view of die above amendments and the following 
remarks, 

Suuuorl for Claim Amendment.s 

Independent claims U 18. and 35 have been amended herein to recite 
elai-illcaiions of the process of providins information about the risk of im aiypicid clinical event 
based upoi\ genetic information. In particular, the clarifications recited in claim I pertain to the 
method of automarically obtaining a generic test rcstdt value for the associated gene of a person, 
where automatically obtaining now includes the steps of (a) "receiving a patient identifier of the 
pcrst)n to whom the clinical a*!ent is io be admitustered and proper authorization to access an 
electronic nKdicnl record (EMR) of the jjerson," and (b) "ulili/Jng the patient idenliner and the 
pri>per aurhorizarion to acces.s a second data set within the EMR of the person stored within a 
comprehensive healthcare sysien)." Supjx^ri for these claim aniendmenls may be \oum\ in the 
Spccillcation, for example, at paL;c 13. piiraizraph [0037]. 

.UM(K>lvl t\!-c {^ oi'lt) 
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Additionally, the clarilicalions rociicd in claim IS pertain to the first dctLTinining 
component dclcrniinini' whether a s?cnc is associated with (he clinical ut];cnt and **whcn the 
clinical agcni is noi associaicd wilh a t;cric IVom ihe first data set. the ilrsl dctcniiioing 
component approves adiiiiiiislration of the clinical ai^enl." Support for the.se claim amendments 
may be found in Ihe SpeeiUcotion, for example, at page 13. paragraph l(H)3ftL Also, the 
cinrificntions recited in claim 18 pertain to the displaying component "displaying in a 
notification window a warnin.s: to the clinician thai the clinical agent received from the clinician 
should not be administered to the person/' where ''the notification window suriaces a selectable 
area lor accesshiy inlbrmation regarding the one or more uf the polymorphism values and 
altcrnnTivc treatments thereof." Support for these claim amendments may be found in the 
Specification, for example, at page ItS, paragraph t<)(>4iS|. 

KuHher. the clarifications recited in claim 35 pertain to attempting to obtain a 
genetic test result value for the associated gene o^ the perst)n arid •'when the genetic test result 
value cannot he obtained." (aj "calculating the likelihood that the person displays a genetic 
mutation linked lu the gene associated with the clinical agent" based on (I) ''demographic 
infV>rma(ion associated with the pcrs<^n*' or (2) "genetic vanahility of the gene within the general 
population" and (b) '^constructing a message lo communicate the calculated likclihcKxl of the 
genetic mutation and any atypical clinicol events that arc associated therewith.'' Suppoit for 
these claim amendments may be fiumd in the S|X-cificaUon, for ex;unple. at pages 14-16, 
paragr:iphs l()()40|-|()043I. and at pages 18-19, paragraphs |0049J-Ln()51 J. 

In general, amendments to the claimed subject matter are not "new nuitier" within 
meaning of 33 U.S.C. § 132 or Rule 1 IS of Patent Office Rules of Practice, unless they disclose' 
an invention, process, or appitjaius not theretofore descril-^cd. Purther, if later-submilled material 



PAGE 1»27 ' RCVD AT IMOOS 6:25:34 PM [Eastern Standard Time]' SVR:USPT0^XRF-SI13 * DNiS:2738300' CSID:816421»47 ' DURATION (mm-ss):05-20 



12/05/20*08 17:25 FAX 8164215547 



SHOOK HARDY & 8AC0N 



©016/027 



Rviply lo OlVitv AtMiiui of Or;/()(i/2tX)!^ 
Rcs|Kmst:Fjlt:iJ 1 2/().S/2(K)S 

simply clarifies or conipicio; prior disclosure, il cannot bo tretiled as "new niMfier.'*' By 
disciosinv in n patent applicalion n device that inherently performs j function or has a property, 
opcrales according lo a theory or has an advaniaue, "a patent iipplicalion fuci\s.sonly (ii.scloses 
that function, theory or advantage, even though it says nothing explicit concerning it** (cinphasis 
added)/ The iipplieaiion may later he amended to recile the liinclion, thet^ry or advantage 
without introducing prohibited new matter/ Accordingly, because these amendments are 
explicitly discussed, and/or inherent to, the procedure of providing infornnuion about the risk, of 
aji atypical cliiiic;d event based upon genetic iuluunation, as aiciiiuriiiH/,ed iit the Detailed 
Oescripiion, (he newly recited subject matter is encompassed by ihe sc(^pe of the SfKici Heat ion 
and dixts nor constitute new matter. 

Rciecfioos hosed on 35 VSX:. § 102 
A.) Applic^ihlc Authority 

Anticipation "requires that the. same invention, including each element and 
liniiiation of the claims, was known or UsSed by others before it was invented by the patentee/"' 
"IPlrior knowledge by others ret|uires th;it M of the elements and limitations uf the claiujcd 
subject matter must he expressly or inherently described in a single prior art reference/'"^ *Thc 
single reference nutst describe and enable the claimed invention, hicluding all clainj liinilalioiis. 



' V/7^/.v Cf>. y lla rinuifi Mcful rahricatf^rs^. /m\..A^^.gd 9^L^l!>2^^^^ ^eit, denied, 94 S. 

(/I. S43 (V>73). 

- S<u^ M l^HP § 2 1 63.07; /// re Ke\iwUls. 443 F\2d 384 (CCPA 1 97 1 ): /// rc Snn fJu\ 480 h". 2d 
1376 (CCPA 1973), 

Sec id, 

MPOP §2131, passim: Uoovcr Gnmp, Inc, v. Custom Mefolavft, inc.. 66 F.3d 290. 302 (Fed, 
Cir. 1995). 

•'^ H/fW Hiarnis., ln<\ v. Mavo t oundaiinn for Medical futur, A Kesearch. 304 r'.2d 1221, 1227 
(Fed. Cir. 2002) (citinj: /// re RnhertsorK 169 F.3d 743, 745 (Fed. Cir. 1999); Conslani w 
A<hmu'aJ Miao lh'i^'ices, Inc.. »48 F.2d 1560, 1571 (Fed. Cir. 1988)), 

.U(7l(J<>lvl of 26 
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with sunic-icnl clarity and detail to establish lliar ihc subjccl mailer already existed in ihe prii-^r art 
and thai i\$ oxistcacc was recognized by persons of ordinary skill in the field of the invention."'' 

B.) Anticipatio n Rejection Ba sed on U.S. Puhlieaiion No. 2002/01 10S23 to Houan 

Claims 1-^7. KX 12, 13, 16, l«-23, 27, 29, 30, 33, 35-40, 44, 46, 47, 49 and 50 
stand rejected under 35 U.S.C. § l()2(e) as bciny aniicipaied by IKS, Publication No. 
2<X)2/01 10823 10 Ilogan (hereinafler the "Hogan reference'*). As the llogan reference docs not 
describe, either expressly or inherently, eac:h and every limitation or element of claims 1-6, 12, 
13. 16, 18-23, 27, 29, 30, 33, 35-40, 44, 46, 47, 49 and 50. Applicants rcspcciruUy lmver.se the 
rejection of these claims, as hcrelnafLcr set forth, hiirther. claims 7 and 10 have been canceled by 
way of the present communication and. accordingly, the rejections of these claims have been 
rendered moot. 

Initially, Applicants note that portions of the Hoizan reference used as the basis lor 
the anticipation rejection include elements and limitations of this subject application that are not 
proper prior art under § 102(e). Statute 35 lJ.wS.C»§ 102(e) states that a person is entitled to an 
invention unless "the invention v^-as described in (1) lui application for patent, published under 
122ih), by another tiled iit the United Stales before the invention by the application for patent . . . 

In this instance, Ihc subject application claims the bcncllt of priority to U.S. Patent 
Application No. 09/981,2^^18 filed October 16, 2001, which dainis the benefit of priority to U.S. 
Provisional Application No. 60/285,263, filed April 20, 2001. April 20, 2001 predates the llling 
elate of the Hojj^an reference, which was filc<l on October 12, 200 h 

The Hogan reference is a continuation-in-part of U.S. Patent Application No. 
09/613,887, filed on July I i, 20{X). While the IJogan relcrence repeats a substantial portion of 

/(L (emphasis addcdXeiiiny Crown Openaioris hu'l, Ltd v. Snituia inc 289 F.3d 1367, 1375 
(hed. Cir. 2002): /// rt: Hinula. 9! I K2d 705, 708 (Kcd. Cir. 1990)). 6V(^ aho. PrU Indus., 
inc. \\ Guardian lmhi.s. Corp., 75 r3d 1558. 1566 (Ped; Cir. 1996). 
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Ihe eiuiier disclosure, il adds iiuiUer nol disclosed in the earlier appliciiiion. "A U.S. palcni or 
pareni applicaiion puhlic<.nit»n lhai chiims ihc [)crii:fit of an earlier filing date under 3S U.S.C. § 
120 of a prior non-provisional appllcadon would bo accorded the earlier filing dale as iLs prior an 
dale under 35 li.S.C. § H)2(e), provided die eariier-llled application properly supports the 
subject matter relied upon in any rejection in compliance with 3? U.S,C. § 112. first paragraph. 
In other words, the subjccl inatLer used in the rejection must be disclosed in the earlicr-Hled 
application in compliance with 35 U.S.C § M2. Ilrsl paragraph, in order for that suhjecl maUer 
to be entitled to the earlier filing date under 35 U.S.C. § {()2{e). (The newly added subject 
iiiatlcr of the CIP cannot assume the appliealion tlale of ihe parent application.) 

Ixj this instance, suhjecl: matter in the conrinnotion-in-pari paienl application 
(Hogan reference) thai is suppuilctl hy the disclosure of Ihe parent application is entitled to the 
parent filing date (I I July~0O>. while the suhjecl matter thai is dependent on ilie new nuitcrial 
added in tlic continuation-in-part application is entitled to a filing date that corresponds with the 
date the continuation-in-part is filed ( 12-Oct-Or.). The parent '887 application docs not support • 
the subject mailer ol" the Mogan reference in para.urapljs |0148*|-(0I50) fdisclosing genomic 
profiling in practice) or in TIGS. 4 and 5 (depicting data sets that comprise genes, alletcs, and 
assix*ialions with pariiculiu' clinical agents) and Ltic related discussion in paragraphs |02()8!- 
102 1 01, 

The Office Action, at pages 4 through 5. cites to FIGS. 4 and 5 of the Hogan 
reference i:o anticipate elements of independent claims 1,18, and 35. These elements include (a) 
determining il" a gene is associated with a particular clinical agent by way of comparing tlic 
identifier of the clinical agent to a first dala set containing agcjit-genc associations, and (b) 
comparing the genetic lest rcsull value to a second data set containing t)ne or more 



^ MPKP§ 2163.03 (IV). 
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polymorphism values associated witli one or more atypical ciinicai events lor ttic cliiiico) agent. 
Aceorilini2.ly. because the piirciU '887 nppiicaiion of the Hogan rcfc»'cncc does nor. disclose each 
and .every element of claims !, 18. or 35, the independeni: claims arc not anticipated under § 
102(e) and aixr in cortdition for allowance. 

In view of ihe above, il is respectrully requcsled that Uie 33 U.S.C. § 102(e) 
rejeciion of inde|XMideni claims 1, IS, and ?5 be wididrawn. Each of claims 2-6* 12, 13. 16, 
23, 27, 29, 30, 33, 36-40, 44, 46, 47, 49 and 50, depend, either directly or indirectly, from one ol" 
independent claims I, )y, or 35, respectively. As such, tticsc claims are believed to be in 
condtlion Ibr allowance al Ie;Lsl by virliie ol" their dependency/'^ Conseqnenily, both withdrawal 
of the anlicipalion rejeciion and alli>wancc ordependcni claims 2-6, 12, 13. 16. 19-23, 27. 29, 30. 
33, 36-40, 44, 46, 47, 49 and 50 arc respectfully requested. 

In addition, each of claims 1, 18, and 35 have been amended to chiin^ distinct 
novel and non-obvi(nis aspects of the present invention. It is comcnded that these amendments 
overcome t.he $ 102(e) rejection to the Hogan reference, as cited, and place the indcpciKlcnt 
claims in condition for allowance. These amendmems will now be disetissed. 

Independent claim 1, ixs amended hcreijiabovc, recites a computer-implemcnteci 
method for displaying a warning that a clinical agonr received from n clinician should not be 
adiDinistered to a person. In particular, the method incltides, infer alia, "automatically obtaininii 
a j»enclic test result value for the associated i»cnc of a fKVson," where automatically obtaining 
includes (a) *Yeceivini^ a paiicni ideniifier of the person to whom the clinical aijeni is to be 
admini.Mcred and proper authori/.aiion to access an ciccironie medical record (FiiMR) ot rhc 
person,*' and "(b) utilizing the patient idetitifier and ihc ptopcr aufhorizufion to acri\s.s a second 
data set within the EMR of the person stored within a comprehensive healthcare system*' 



See 37 C.F.R, § 1 .75(c) f2006). 
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(emphasis acklcd). In Uiis w:iy, ihc proper KMR is round ufiiixiiiii puiicnl idcnlitlor of the 
person atul access lo the GMR is provided upon Nubniitlinii; proper auihori/aiioii* thereby 
securing the E^AR against unaiilhcntic requesis. In addition, claim 1 recites "recording an 
indication of (he warning in ilic EMR of lite [.>crson" upon deiemiining th;U the gci^eiic lest rcsull 
value correlates lo one or more of the one or mow polymorphism values ct)ntained in the seconi! 
data set and displaying a warning: lo the clinician that the clinical agent received I'roni the 
clinician should nor be administered. 

The llogan reference docs nol describe providing (a) a patient identitler of the 
person lo whom (he clinical agent is lo be administered, or (b) proper aulhorizalion to access an 
EMR ol" the person. Instead, the Mogan reference describes generating a genomic proflic from a 
sample taken from the subject, where the genomic profile is prepared in a tormal. suitable for 
interpretation by a treating physician and reponed thereto/' This prolllc may be stored 
electronically, but is not autonialically accessible ro extract one or more polymorphism values 
associated with a clinical agent. Further, the profde is not auiomalically located with a patient 
identitler or accessed with proper authori/ation. Instead, the Hogan reference generally 
discusses a "central processing facility" that stores raw data with unifomi security protocols.'^ 
Accordingly, for at least these rcosons stated immediately above, amended claim I and the 
claims that depend ihererroni arc nol anlicipaled by Hogan and are in condition for allowance. 

fndeix.ndcnl claim 18. as amended hereinabove, recites a computer system lor 
displaying a warning that a clinical agent received from a clinician should nol be administered to 
a pers(>n. In particular, the compntcr system carries out a process that includes, infer alia. 
determining whether a '"gene is associated with The clinical tigent by comparing The identifier of 
the clinical agent received from the clinician lo the first data set containing agcni-gene 

• See Hainan rejerenvc at pg. 1 7. f || |() I K7 1-|0 1 021, 
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associations;* and ' ivhai (he clinical aj^ail is not nssnrictUul with o ^anv jiom !lu\firsi dutn set, 
tfw first ikrcnnimn^ component appwes administration of the clinical ata^at" (emphasis 
iJcUicd). In liii.s woy. a actcrrnining slop is performed, ;uid if the resuh. of ihal slop indicates lhal 
ao ycnc is assucialcd with (he clinical agcnl, then the clinical agent is administered. 

The Hogan reference di)cs not describe proceeding with administcriny; a clinical 
a*4ent U[Xin determining that a y;ene is not associated with The clinical agcru. Instead, ihe Hogan 
relcrcnce describes a method for lestini: a sample from a subject to generate a i^cnomic profile 
and subiecun<^ the subject to a surgical procedure, where the cQnditions of <he surgical procedure 
are based on the genomic profile." As such, tl^cre is no specific discussion of a surgical 
procedure that includes proceeding with administering a clinical agent if a gene is not associated 
thereto. 

Further, independent elaifi) IS is amended to reciie displaying in n '^notificatiuii 
windt)w^' a warning to the clinician that die clinical agent received from the cliniciaa shotild not 
be administered to ihe person/' where the "notification window surfaces a selectable area for 
accessing infonuation regarding titc one or more of the polymorphism values and alternalive 
treatments thereof/' In this way, additional information associated with the effects of the cllnica! 
agent may be accessed from a control (e.g.. More Info button) on a user interface such that a 
clinician can easily gather relevant data \o make an informed decision. 

The Hogan reference does not describe a process that includes presenting a 
notincalion window to a clinician that includes a selectable area that provides additional 
jK^rtinent information. Instead, the Hogan reference describes displaying only data to a 
crmician.^"* Further. Ilogan does not describe presenting either (a) a warning, or (b) a selectable 

l(l, n\'\\li)Wll 
"^/.atTI[[0()I5J-L(M)l7J, 

A/, ai 1110 192J. 
.HMOOIvl Pli'^.c 20 26 
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bunon, but instead a risk <i^scssmcni dI" various nealnienl upUon:> lhal a physician may use to 
make a recommciidaljon. Stiiied another wny, the coTiipiilcr system of the subjccr application h 
provided with the iniclligcncc to auLomalically make ihc recommcJidation not to proceed with 
the elinical agent and lo u'ura the clinician of this recommendation. Accordingly, for al least 
tlK^sc reasons siaicd inHucdialely above, amended claim 18 and ihe claims thai depend therefrom 
are noL anticipated by llouan and arc in condition for allowance. 

Independent claim 35, as amended hereinabove, recites a computer-readable 
medium coiUaininji inslrticlions lor controlling a computer sy.stem for displaying a warning that a 
clinical agent received IVuiu a clinician should iu>r bo administered lo a person. In particular, the 
process ordispJayin*;^ inckidcsi. mtt>raUfK "attempting to obtain a genetic test result value for the 
assoc-ialed gene of the person," and '^whcn the genetic test result value cannot be obtained." 
periorming the Ibllovving steps: (a) "calculating the likelihood tlwt the person displays a genetic 
mm.ar.ion linked to the gene associated with the clinical agent based on demographic intormat.ion 
ass<KMaied with the person or genetic variability of the gene within the general population," and 
(b) ' constructing a message to communicate the calculated likelihood of the genetic mutation 
and any atypical clinical events that are associated therewith/' The Uogan relerencc. as cited, 
does not discuss the steps (a) or (b), or oven consider a circumstance where the genetic rest, result 
value, or a ^^gcnomic profile," is not available. Accordingly, lor at least these reasons staled 
immediately above, amended claim 35 and the claims that depend iherelVoiii arc not aniicipaicd 
by I logan and are \i\ condition lor allowance. 

Rejections based on 35 ILvS.C. $ 103 
A.> Applicable Auth ority 

Title 35 IJ.wS.C. § 103(a) declares, a patent shall not issue when "the dilTerences 
between the subject matter sought to be patented and the prior art are such that the subject mutter 
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as a whole would have been obvious ai ihc lime ihc invention wns oimcIc lo a [jersun having 
(miinary skill in the m 10 which .sauJ siihjeci matter pcnains/* The wSuprcmc Court in Gralum) v. 
John Deere counseled lluu an obviousness delerminalion is made by itienlilying: Ihc scope and 
contcni of* die prior art; the level of ordinary skill in Ihe prior art: the dilTerenees between the 
etjimed invention :ind prior art references: and secondary considerations. To support a finding 
of obviousness, the initial burden is on Ihc Office to apply The framework OullitiCd in Gniham 
and to provide some ariiculaicd reason, suggestion, or motivation* found eiihcr in ihc prior art 
references ihemsclves or in the knowledge generally available to one ol ordinary skill in the art, 
to modify the prior art reference or to combine prior art reference teachings to produce the 
claitned invention.*' Recendy. Ihc Supreme Court elaborated, at pages 13-1^1 of the KSK 
opinion, that "it will l>c necessary for Ithe Officel to look at interrelated teachings of multiple 
I prior art referencesj: ihc el'fceis of demands known to the design community or present in the 
n)orkctpince; and the background knowledge possessed by |one ofl ordinary skill i[i the art. all in 
order lo deierinine whether tlierc wns an apparent reason to combine the known elements in the 
fashion claimed by the [patent application f"*"^ Accordingly, in order to establish 0 prima feu ie 
ease of obviousness, the Office shall provide a "clear articulariort of the reason{s) why the 
claimed invention would have been obvious" based on factual findings upon applying? ihe 
Grahotn laclual int|uiries.*'*' 

C. ) Obviousness Reie c tiim Based upon Uk i loi^an rcrcrc nce 

Claims 1 1, 1-1, 2S, 31, 45 and 48 stand rejecied under 35 U.S.C. § 103(a) as being 
obvious over Ihc Hogan refCi"enee in view of Official Notice. As ihc Hogan reference and what 



' ' iiniham v. John Deere Co.. 383 U.S. 1 ( 1906). 

Sei:. Application of Bcr^el, 292 F. 2d 955, 956-957 (1961). 

KSR V. TckPex. No. 04-1350, 127 S.Cl. 1727 (2fX)7). 
'^MI>EP§2I43 

.^ir^lOOIvl Pa«j.c22i>r2C> 

PA(£ 23/27 ' RCVD AT 12IS/2008 6:25:34 PM [Eastern standard Time] * SVR:USPTd^^ 



12/05/2008 17:26 FAX 8164215547 



SHOOK HARDV & BACON 



©024/027 



A|>plk:;iMim Nn. 1 1/U M.777 CRM. I M070 

was known to those of ordinary skill in llic an at. Ihc time of invention, whether taken alone or in 
cDtnbination, fail to teach or suggest all of the liniitntions of the rejected claims. Applicants 
rcspcciliilly traverse this feieciioju as hcrciiuiricr set forth. 

It. is respecitulfy submitted that knowledge of one of ordinary skill in the art Tails 
to encompass the claiincd features of (a) determining if a gene is associated with a . particular 
clinical agent by way of comparing the identifier of the clinical agent to a tlrst data set 
conlainin*^ a^uenl-genc associations, an<l (b) coniparing the genetic rest result value to a second 
data set containing one or more poiytnorphism values associated with one or move atypical 
clinical events for the clinical agent. Hunher, it is respectfully submitted thar the knowledge of 
one of ordinary skill in the art at llie time of invention docs not cticompass utilizing updalablc 
data sets or incoipiMatinii a first data set into a second data set, as contended in the Office Action 
at jiaiie 8. 

Rather than p<:Miiiing lo speciilc information in Hogan reference <^r other cited art 
thai suggests the claimed elenients above, the Ofllce has supplemented this feature sua sponte. 
Nowhere does Ifie Office particularly identify any suggestion or teaching, such as the 
identification of the relevant art., the level of ordinary skill in the art, the nature of the problem to 
be solved, or any other factual findings that might serve lo support a proix^^r (.obviousness 
analysis.*^ Because no specific an or documentary evidence is referenced to support this 
assertion, the Office has taken "Official Notice" and based the § l()3{a) rejection on general skill 
in the art. 

A prK)rart rejection should be based on an actual prior art reference while relying 
on Official Notice only where the facts asserted are well-known or of ct>mmon kni>wledge in the 



iVr. <'./s'.. rro'Mohl & Tool. 15 K3d 1568, 1573 (Fed. C:ir. 1996). 
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arl."^ "[Fuels asscncd by ortlcuil noiice unstippuricd by ducuiiiL-nUu y cvidcnccj shi}ijlcl be of 
lUJiorioiis chancter ;»nd sei-ve only to Till in the yaps* in iu) in:>ub:>lantial numncr which might 
exist in the evidentiary showing niiidc by Ibc cxiiniiner U> support n paiticular jJTOund for 
rejection;'''' 'Mt is never appropriate (o rely solely on common knowledge in the art without 
evidentiary support in the record as the principal evidence upon which a rejection was bascd."'^* 
The present Ottlec Action relics solely on Official Notice of alJciicd common knowledge in the 
art as the principal evidence that, when combined with the Houan relorcnco, forms the basis of 
the 35 llSX:, § 103(:0 fLjcction. This reliance is improper as it is used as a basis for the 
rejection and is not based on facts thai are so well-known that they are "capable of instant and 
untfuestionablc demonstration as being well-known/*^' A fortiori, cisscriions of technical facts in 
areas of esoteric lechnology consolidaiini; up-to-date risk assessment information based on 
yene-aycnl associaiions within a single data source) must always be suppiirted by citation to 
some reference work recognized as standard in the pertinent art."" Accordingly, Applicants 
expa^ssly rcsciAx the right to request that the Examiner produce a citation to a prior art reference 
to support each of the 35 Li.S.C. S 103(a) rcjeclions."-^ 

In this instance, the Office has not set forth the proper foundation for an Official 
Notice, nor established that tlic claimed elemenis above arc well known to a person of ordinary 
skill in the art, or may be recogni/.ed as inherent to the system of Ihe Hogan reference. As suclu 
the asserted i;cncral conclusion concerning what is common knowledge to one of ordinary skill 
in Ihe an without soiwc. concrete evidence in the record to support this iloding will not support an 



MPCP § 2l-14,t)2(A); In rc Ahlert. 424 H.2d lOSS, 109 1 (CCPA 1970) (lindini^ that notice of 
facts beyond the record which may be taken by Ihe Hxaniiner must be ^'capable of such 
instant and unquestionable demonstration as to defy dispuic"). 
'•'lVH^RP§ 2144.03(11). 

"'MPEP 2144.03(A). 
■■Id. 
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obviousness rcjcciion,'"^ Accordingly, ll^c Oificc's assertion ol- OITiciai Noiice is considered 
I ni versed pursuanl In MPRP § 2144.03(1)). 

Moreover, witlioul Ucmdnsiraling as obvious the claimed elemenls abt)ve, the 
proposed eoiiibiiiaUori ul'lercd by the OiTiee does noi meet die liniilations ol' ihe clain^cd subjccr 
mailer, and as a mailer nf law ihe OlTice's rejection cannol sland. 



'^^7CKR. § l.l04fd)(2), 

-"^ M(>t:P § 2144X)3(B); In Ut\ 277 r\3d I33R, 1344 {Fed. Cir. 2002). 
3101001 V I PtijLT 3? i»r?.<s 
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Repiv 10 Olficv Aciiiin .>i rK>/t.KV?.(HlS neQglVBC/ 

Rcspon.sc Kik-ii 1 :vo.v20<i« OBNTRAL PAX OSN^R 

(ONCLiisioN DEC 05 2008 

For al ieasl ilic reasons siaicci nbovc, each of ckiinis 1-6. 1 1-14, 16. 27-3L 
33, 35-K). and 44-50 is l>cIiovcd to be in conttition for ;il]ow;uu:c, Applicanls respectfully 
rcquciil wiUulniwal of Ihc pending rcjcciion<; and allowance ul' die elaims. If any issues remain 
dial would prevent issuance of this application, the Kxanuner is urged 1.0 conlacl ihc 
undersigned " by telephone at 8 16.559.2 1 36 or via email al btaborCC'^shb.coni (sueh 
communicalion via email is herein expressly granted) to resolve die sajue prior to issuing a 
subsequent action. 

It is hctievcd that the fee of SLl 10.00 is due in conjunetion with the present 
eomnuinieaiion. The Commissioner is hereby audiorizcd lo char^ze the amounL retjuired to 
Deposit Account No. l9-2i 1 2, referencing;^ attorney docket nuniber CRNI. 1 14070. 

Respect f u 1 1 y 'su bn ) i it ed . 

Bcnjarpin P/ Tabor 
Rcy. No, 60.74 1 

CKKTIF ICA 11: OF TRANSMISSION 

37C.KK. 1.x 

i hL'.rri>v ceriify Oils o<^m:sponiicnL'c is being faxed to the CVHyiuiissioner f*>r I'aicnis, P.O. 
Box 1 450, Alexandria, V A 223 1 3- 1 450 via fax (57 1 ) 273-83(.K), on: ^ y 
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